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Food and Drug Administration, HHS § 500.80 

§ 201.105(c) of this chapter, provided 
that they meet the conditions pre-
scribed in this paragraph. Preparations 
that are not in dosage unit form (for 
example, solutions) will be regarded as 
meeting the conditions with respect to 
the maximum quantity of drug per dos-
age unit if they are prepared in a man-
ner that enables accurate and ready ad-
ministration of a quantity of drug not 
in excess of the stated maximum per 
dosage unit: 

Atropine sulfate. As an injectable for cattle, 
goats, horses, pigs, and sheep, not in excess 
of 15 milligrams per dosage unit; as an 
injectable for cats and dogs, not in excess 
of 0.6 milligram per dosage unit. 

Barbital sodium. For oral use in cats and 
dogs, not in excess of 300 milligrams per 
dosage unit. 

Epinephrine injection. 1:1,000. For cats, dogs, 
cattle, goats, horses, pigs, and sheep (ex-
cept as provided in § 500.65). 

Morphine sulfate. As an injectable for dogs, 
not in excess of 15 milligrams per dosage 
unit. 

Pentobarbital sodium. For oral use in cats and 
dogs, not in excess of 100 milligrams per 
dosage unit. 

Phenobarbital sodium. For oral use in cats and 
dogs, not in excess of 100 milligrams per 
dosage unit. 

Procaine hydrochloride injection. Containing 
not in excess of 2 percent procaine hydro-
chloride, with or without epinephrine up to 
a concentration of 1:50,000. For use in cats, 
dogs, cattle, goats, horses, pigs, and sheep. 

Thyroid. For oral use in dogs, not in excess of 
60 milligrams per dosage unit. 

Subpart D—Requirements for 
Specific Animal Drugs 

§ 500.65 Epinephrine injection 1:1,000 
in 10-milliliter containers for emer-
gency treatment of anaphylactoid 
shock in cattle, horses, sheep, and 
swine. 

(a) Anaphylactoid reactions in cattle, 
horses, sheep, and swine occur occa-
sionally from the injection of anti-
biotics, bacterins, and vaccines. Ade-
quate directions for use of these anti-
biotics, bacterins, and vaccines can 
generally be written for use by the 
laity and thus are available to live-
stock producers. Epinephrine injection 
is effective for the treatment of 
anaphylactoid reactions in animals and 
would be of value in saving lives of ani-
mals if it were readily available at the 
time of administration of the causative 

agents. In connection with this prob-
lem the Food and Drug Administration 
has obtained the views of the Advisory 
Committee on Veterinary Medicine, 
and other experts, and has concluded 
that adequate directions for over-the- 
counter sale of epinephrine injection 
1:1,000 can be prepared. 

(b) In view of the above, the Commis-
sioner of Food and Drugs has concluded 
that it is in the public interest to make 
epinephrine injection 1:1,000 available 
for sale without a prescription provided 
that it is packaged in vials not exceed-
ing 10 milliliters and its label bears, in 
addition to other required information, 
the following statements in a promi-
nent and conspicuous manner: ‘‘For 
emergency use only in treating 
anaphylactoid shock. Usual Dosage: 
Cattle, horses, sheep, and swine—1 
cubic centimeter per 100 pounds of body 
weight. Inject subcutaneously’’. 

(c) The labeling must also bear a de-
scription of the symptoms of 
anaphylactoid shock including glassy 
eyes, increased salivation, grinding of 
the teeth, rapid breathing, muscular 
tremors, staggering gait, and collapse 
with death following. These symptoms 
may appear shortly after injection of a 
bacterin, vaccine, or antibiotic. 

Subpart E—Regulation of Carcino-
genic Compounds Used in 
Food-Producing Animals 

SOURCE: 52 FR 49586, Dec. 31, 1987, unless 
otherwise noted. 

§ 500.80 Scope of this subpart. 

(a) The Federal Food, Drug, and Cos-
metic Act requires that sponsored com-
pounds intended for use in food-pro-
ducing animals be shown to be safe and 
that food produced from animals ex-
posed to these compounds be shown to 
be safe for consumption by people. The 
statute prohibits the use in food-pro-
ducing animals of any compound found 
to induce cancer when ingested by peo-
ple or animals unless it can be deter-
mined by methods of examination pre-
scribed or approved by the Secretary (a 
function delegated to the Commis-
sioner of Food and Drugs) that no res-
idue of that compound will be found in 
the food produced from those animals 
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